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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 01 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1^8 is/are pending in the application. 

4a) Of the above claim(s) 7 and 8 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1^6 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group I in the reply filed on 8/01/08 is 
acknowledged. The traversal is on the ground(s) that the examiner has no established 
sufficient reasons for requiring the restriction and that the inventions should not be 
restricted. This is not found persuasive because applicant has not provided reasons 
that would show why the reasons set forth by the examiner are improper. Applicants 
response essentially indicates that applicant disagrees where no evidence or reasons 
are set forth to show that the examiner is in error. Regardless of the above, the art 
rejections below evidence that there is no special technical feature linking all of the 
inventions of the application. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 7 and 8 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 8/01/08. 

The information disclosure statement filed 7/1 1/05 fails to comply with the 
provisions of 37 CFR 1 .97, 1 .98 and MPEP § 609 because the reference DE 197 37 
562 is not in the English language and there is no translation or explanation of its 
relevance. The abstract is not in the English language as indicated on the form 1449. It 
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has been placed in the application file, but the information referred to therein as DE 197 
37 562 has not been considered as to the merits. Applicant is advised that the date of 
any re-submission of any item of information contained in this information disclosure 
statement or the submission of any missing element(s) will be the date of submission for 
purposes of determining compliance with the requirements based on the time of filing 
the statement, including all certification requirements for statements under 37 CFR 
1.97(e). See MPEP § 609.05(a). 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 4 recites "wherein each antisense oligonucleotide specifically hybridizes to 
a different accessible region." It is unclear from the context of the claim whether the 
recited "accessible region" of claim 4 is intended to be limited to the regions recited in 
claim 2 or to any "accessible region". 



Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 rejected under 35 U.S.C. 102(b) as being anticipated by LeBlanc et al 
[Hearing Research Vol. 135:105-112, 1999]. 

LeBlanc et al disclose antisense oligonucleotide targeting P2X2. It is noted that 
LeBlanc et al did not observe P2X2 inhibition in their studies, however it is not clear that 
the inhibition was not observed because of the conditions of their study. Leblanc et al 
provide several assertions of why the antisense may not have provided the expected 
inhibition at page 1 1 , for example. It is not clear that the antisense oligonucleotides do 
not posses the required function of the instant invention. The antisense of LeBlanc et al 
meet all of the limitations of the claimed invention. The Office is not equipped to 
determine whether the antisense compounds of Leblanc et al possess the required 
function of the instant invention and the burden has bee properly shifted to applicant to 
show that the antisense of Leblanc do not possess the recited properties of the claimed 
invention. 



Where applicant claims a composition in terms of a function, property or characteristic and the 
composition of the prior art is the same as that of the claim but the function is not explicitly 
disclosed by the reference, the examiner may make a rejection under both 35 U.S.C. 102 and 103, 
expressed as a 102/103 rejection, "There is nothing inconsistent in concurrent rejections for 
obviousness under 35 U.S.C. 103 and for anticipation under 35 

U.S.C. 102." In re Best, 562 F.2d 1252, 1255 n.4, 195 USPQ 430, 433 n.4 (CCPA 1977). This same 
rationale should also apply to product, apparatus, and process claims claimed in terms of 
function, property or characteristic. Therefore, a 35 U.S.C. 102/103 rejection is appropriate for 
these types of claims as well as for composition claims. 
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A REFERENCE TEACHING PRODUCT APPEARING TO BE SUBSTANTIALLY IDENTICAL IS MADE 
THE BASIS OF A REJECTION, 

AND THE EXAMINER PRESENTS EVIDENCE OR REASONING TENDING TO SHOW INHERENCY, 
THE BURDEN SHIFTS TO THE 

APPLICANT TO SHOW AN UNOBVIOUS DIFFERENCE 

"[Tjhe PTO cars require an applicant to prove that the prior art products do not necessarily or 
inherently possess the characteristics of his [or her] claimed product. Whether the rejection is 
based on inherency' under 35 U.S.C. 102, on prima facie obviousness' under 35 U.S.C. 103, jointly 
or alternatively, the burden of proof is the same... [footnote omitted]." The burden of proof is 
similar to that required with respect to product-by-process claims. In re Fitzgerald, 619 F.2d 67, 70, 
205 USPQ 594, 596 (CCPA 19S0) (quoting in re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433-34 
(CCPA 1977)). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-3, 5, and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over LeBlanc et al [Hearing Research Vol. 135:105-112, 1999], cited by applicant], and 
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Dorn et al Antisense & Nucleic Acid Drug Development, Vol. 11:165-174, 2001], and 
Liang et al [WO 02/24950, cited by applicant] and Noonberg et al [US5.624.803]. 

The claimed invention is as clearly set forth in the claims. No interpretation is 
required to apply the prior art. 

The claimed invention embraces antisense targeted to SEQ ID NO: 1, which was 
a known published human P2X2 sequence, see page 3 of the instant specification, for 
example. 

LeBlanc et al have taught the use of antisense oligonucleotides targeting P2X2 in 
the study of P2X2 function in the cochlea. It was observed by LeBlanc et al that they did 
not observe the expected effect of P2X2 inhibition. It has been asserted that the lack of 
observed inhibition was due to the environment in which the antisense were used and 
provide suggestion for further consideration of antisense in similar studies. LeBlanc et al 
have at least shown that antisense oligonucleotides are tools used in the study of gene 
function and that there was a need for P2X2 study at the time of invention. 

Lynch et al have taught that P2X2 is associated with pain and teach at page 16, 
for example that P2X2 forms functional channels with P2X3 that are associated with 
pain. Lynch et al teach that P2X2antagonists are analgesic in animal models of pain 
and assert that compounds that block or inhibit activation of P2X2 receptors serve to 
block pain stimulus. Claim 22 provides a method to screen for inhibitors of P2X2 
function. 

Dorn et al have taught the inhibition of P2X3 via antisense oligonucleotides and 
assert that the use of antisense oligonucleotides will allow for the investigation of the 
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biologic role of P2X3 in neuronal tissues and eventually in in vivo models of chronic 
pain. 

The prior at has therefore taught that P2X2 is involved in pain as is P2X3 where 
it has been taught that P2X2 and P2X3 form channels known to be involved in pain 
signaling. The prior art teaches that antisense is a tool for the inhibition of P2X 
receptors in the study of gene function and in the study of pain in animal models. It is 
noted that, although Dorn et al did not observe effects of antisense in the cochlea, they 
did indeed rely on antisense inhibitors where the art has shown the successful use of 
antisense in inhibiting P2X3 in a different study of pain where it was also known that 
P2X2 and P2X3 together form channels known to be involved in pain. The art therefor 
shows that there is motivation to inhibit P2X2 via antisense and that there is a 
reasonable expectation of success even in view of LeBlanc et al. 

Noonberg et al have taught in vivo oligonucleotide generators to make and or 
express antisense in cells or in an animal. It has been taught to use various promoters 
and regulatory elements in there oligonucleotide generators. Noonberg et al have taught 
antisense oligonucleotides as oligonucleotides that can be made with their vectors. At 
columns 14 and 15 it is taught preferable size ranges for antisense oligonucleotides, 
where these size ranges are within, Overlap, and/or embrace the size ranges recited in 
the instant claims. The in vivo generators would be recognized by one in the art to be 
useful in animal model studies. 

The prior art above does not teach the recited target region of the instant 
invention. 
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Liang et al, however teach the method used in the instant application to derive 
target regions for antisense. For example, at pages 8 and 23 of the instant specification 
it is disclosed that the method of PCT/SE01/02054 which is the application for this cited 
WO document. Liang et al have taught the method used in the instant application to 
derive targetable regions on an mRNA. 

The prior art has therefore shown a method, that was used by applicant, to derive 
targetable regions for antisense. The prior art has taught the inhibition of the targeted 
gene of the invention and therefore provides a clear motivation for making antisense to 
this gene target. The prior art also teaches the size ranges and the use of vectors in the 
antisense art. The instant invention amounts to the use of a known method for 
determining targetable regions of a mRNA where the target of the instant invention has 
already been shown to be targeted by antisense for gene function studies, for example. 

The invention as a whole would therefore have been prima facie obvious to one 
in the art at the time the invention was made. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over LeBlanc 
et al [Hearing Research Vol. 135:105-112, 1999], cited by applicant], and Dorn et al 
Antisense & Nucleic Acid Drug Development, Vol. 11:165-174, 2001], and Liang et al 
[WO 02/24950, cited by applicant] and Noonberg et al [US5,624,803] as applied above, 
and further in view of Branch et al [TIBS Vol. 23:45-50, 1998]. 
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The invention of claim 4 includes the combination of different antisense targeting 
different regions of the same target RNA. 

Branch et al have taught at page 48, alternative strategies were needed to 
enhance specificity of antisense within cells and that one approach to meet this need 
has been to deploy multiple antisense compounds, each targeted against a different site 
in the same target RNA to achieve annihilation by molecular triangulation. 

The invention as a whole would therefore have been prima facie obvious to one 
in the art at the time the invention was made. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean R. McGarry whose telephone number is (571) 

272- 0761 . The examiner can normally be reached on M-Th (6:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, J. Douglas Schultz can be reached on (571) 272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sean R McGarry 
Primary Examiner 
Art Unit 1635 

/Sean R McGarry/ 

Primary Examiner, Art Unit 1635 



